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Response to Amendment 

The Applicant's response was sufficient to overcome the rejections as they were 
set forth in the previous Office action. The prior art rejections from the previous Office 
action have been modified to address the issues raised by the Applicant. 

The Applicant failed to at least acknowledge the request for a list of copending 
applications that set forth similar subject matter from the previous Office action; see the 
second paragraph in the "Conclusion" section of the previous Office action and the 
present Office action. 

Election/Restrictions 

Claims 1 , 3, and 1 1 are withdrawn from further consideration pursuant to 37 CFR 
1 .142(b), as being drawn to a nonelected invention or species, there being no allowable 
generic or linking claim. Applicant timely traversed the restriction (election) requirement 
in the reply filed on February 27, 2006. 

Claim Objections 

Claims 19, 28, and 31-35 are objected to because of the following informalities: 
With regard to claims 19, 28, and 32-35, the step of "resisting" is confusing since 

this is not a manipulative step but rather, a feature provided by the implant structure. 
With regard to claim 31 , the steps of "maintaining" and "biasing" are confusing 

because there are not manipulative steps, but rather, features provided by the implant 

structure. 
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Regarding claims 31, 33, 34, and 35, the steps of "maintaining", "resisting", and 
"limiting" are all due to physical features of the device and are not manipulative steps. 
Furthermore, these steps may lack original support. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 19, 24, 25, and 35 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Pisharodi (US 5,123,926). Pisharodi anticipates the claim language 
where the step of removing a portion of a disk as claimed is disclosed on column 2, 
lines 1 1-18 of Pisharodi, the elongate implant as claimed is the disk prosthesis (2) of 
Pisharodi, the insert as claimed is spike (8) of Pisharodi, the inserting step as claimed is 
disclosed on column 3, lines 32-57, the restraining step as claimed is done by the band 
(14) of Pisharodi and the resisting rotation step is done by the shape of the implant as 
being larger on the top and bottom as compared to the sides; see Figure 2. 

Regarding claim 24, the spike (8) of Pisharodi must be made of a relatively 
incompressible material as claimed in order to function as a spike. If the spike (8) 
collapsed with pressure, it would not function to prevent movement of the disk in the 
disk space as it is disclosed to so function. 

Regarding claim 35, the Applicant is directed to see column 3, lines 55-57. 
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Claims 19 and 24-27 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Perren et al (US 6,019,793). Perren anticipates the claim language where the inserting 
step as claimed is met by the inserting step of Perren (see column 3, line 66 to column 
4, line 2 and see column 1, line 55 to column 2, line 12), the implant is one of the upper 
or lower plates (1 ), the insert as claimed is the other of the upper plate (1 ) or lower plate 
(1), and the biasing step as claimed is done by means (4) of Perren. The upper plate 
(1) or lower plate (2) is movably mounted relative to the rest of the implant in that the 
means (4) allows relative movement. The nature of shape memory alloys above the 
transition temperature is to be elastic so it is inherent that the implanted device of 
Perren has its plates biased elastically away from each other by means (4). Flomenbilt 
et al (US 5,667,522) is cited to show the inherent nature of shape memory alloys of 
nickel and titanium as utilized by Perren: see the abstract of Flomenbilt. The implant of 
Perren is elongate as claimed because the drawings show that the insertion axis is 
longer than the axis transverse thereto: see Figures 4 and 5. Furthermore, it is noted 
that by inspection of Figure 5 that the distance from the hole in plate (1 ) to the edge of 
the plate (1 ) is greater along the insertion axis than it is along the axis transverse 
thereto further indicating an elongate device. Even though the drawings are not 
disclosed as being drawn to scale, the difference between the holes and the edges is 
pronounced enough that the structure is clearly present. 

With regard to claim 24, the springs as claimed are met by the connecting means 
(4) of Perren. 
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Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 2 and 28-34 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Pisharodi (US 5,123,926) in view of Steffee (US 5,443,514) or Pisharodi (US 
5,653,762). Pisharodi meets the claim language as explained supra but fails to disclose 
a step of rotating the implant after insertion but does teach rolling the implant into a 
rectangular shape. However, Steffee (see the abstract and the figures) or Pisharodi 
(762) (see the abstract and figures) teaches that it was known to reorient similar 
implants after insertion so that the vertebra engaging elements are oriented in the 
proper manner. Therefore, it is the Examiner's position that it would have been obvious 
to insert and reorient the implant of Pisharodi ('926) for the same reasons that Pisharodi 
(726) or Steffee does the same, that is, to enable the use of a smaller incision that 
produces less trauma to the patient. 

Regarding claim 30, compression of the implant is inherent to Pisharodi's ('926) 
device because have to be assembled into the form of Figure 2 before the bands (14) 
are placed thereover as in Figure 4. Alternatively, the compression of the insert would 
have been considered clearly obvious to an ordinary artisan. 

Regarding claim 33, the flanges on the spikes (8) limit the movement thereof 
away from the implant; see Figure 2. 
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Claims 20 and 21 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Pisharodi ('926), Steffee, and Pisharodi ('514) as applied to claims 2 and 28-34 
above, and further in view of Muhanna (US 6,936,070). Pisharodi ('926) fails to teach 
the step of filling the space around an implant with a hydrogel as claimed. However, 
Muhanna teaches that is was known to fill a space around a similar implant with 
collagen gel, which is a type of hydrogel; see column 7, lines 3-19. Therefore, it is the 
Examiner's position that it would have been obvious to an ordinary artisan to fill any 
space around either of the Pisharodi implant with collagen gel for the same reasons that 
Muhanna does the same or to aid in the cushioning effect desired. 

With regard to claim 21 , collagen gel is considered to be a protein polymer or a 
collagen matrix to the extent that this language can be given patentable weight. 

Claims 22 and 23 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Pisharodi ('926), Steffee, Pisharodi ('514) and Muhanna (US 6,936,070) as applied 
to claims 20 and 21 above, and further in view of in view of Haldimann (US 6,428,576). 
Pisharodi ('926) fails to disclose the use of an adhesive in the implantation method to 
contact the remaining disk or to seal an opening as claimed. However, Haldimann 
teaches that it was known to use medical grade adhesives to contact the disk and to 
seal openings; see Figure 1 and column 4, lines 27-48. Therefore, it is the Examiner's 
position that it would have been obvious to use the medical grade adhesive of 
Haldimann to contact the disk and to seal any openings in order to prevent migration of 
the implant or further herniation of the disk or for the same reasons that Haldimann 
utilizes the same. 
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Response to Arguments 

Applicant's arguments filed August 24, 2009 have been fully considered but they 
are not persuasive. 

The Applicant argues that the band (14) in Pisharodi ('926) is not an insert as set 
forth in the present claims. Upon review of the rejection, the Examiner agrees and has 
changed the rejection to equate the insert with the spike (8) of Pisharodi ('926). The 
Examiner may have inadvertently identified the insert as element (14) instead of 
element (8). The rejection has additionally amended to address the Applicant's 
concerns with regard to claim 24. 

The Applicant argues that there is a difference in the Perren device in that the 
SMA is not a biasing material. The Examiner has added a reference to teach the 
inherent characteristics of shape memory alloys. The Applicant is invited to review the 
rejection to better understand the Examiner's position. For this reason, the rejection 
has been maintained. 

The Applicant also argues that Perren fails to disclose an elongate implant 
device. The Examiner has modified the rejection to point out why the device is 
inherently elongate based upon inspection of the drawings. The Applicant is 
respectfully requested to refer to the corresponding rejection under Section 102 for a 
better understanding of the Examiner's position. 

Conclusion 

Applicant should specifically point out the support for any amendments made to 
the disclosure, including the claims (MPEP 714.02 and 2163.06). Due to the procedure 
outlined in MPEP 2163.06 for interpreting claims, it is noted that other art may be 
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applicable under 35 USC 102 of 35 USC 103(a) once the aforementioned issue(s) is/are 
addressed. 

Applicant is respectfully requested to provide a list of all copending applications that 
set forth similar subject matter to the present claims. A copy of such copending 
claims is respectfully requested in response to this Office action if the application is 
not stored in image format (i.e. the IFW system) or published. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Examiner Paul B. Prebilic whose telephone number is 
(571) 272-4758. He can normally be reached on 6:30-5:00 M-Th. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, David Isabella can be reached on 571-272-4749. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 


/Paul Prebilic/ 
Paul Prebilic 
Primary Examiner 
Art Unit 3774 


